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Art Unit 

1644 




The MAILING DATE of this communication appears on the cover sheet with the correspondence address 



MONTH(S) FROM 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136 (a), (n no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

' Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication(s) filed on Aug 27, 2001 

2a) □ This action is FINAL. 2b) K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Br /jarfe Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 1-27 is/are pending in the application. 



4a) Of the above, claim(s) 3-13 and 16-27 
5)D Claim(s) 



6) 5<1 Claim (s) K 2, 14, and 15 

7) D Claim(s) 

8) n Claims 



is/are withdrawn from consideratio 

is/are allowed. 

is/are rejected. 

Is/are objected to. 



are subject to restriction and/or election requiremenl 



Application Papers 

9)D The specification is objected to by the Examiner, 



is/are objected to by the Examiner. 
is: d approved tB disapproved. 



lOlD The drawing(s) filed on 

1 The proposed drawing correction filed on 

1 2) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
alD All blD Some* cjD None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received, 

14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 



Attachment(sl 

15) Q Notice of Rafaiancas Cited (PTO-892) 

16) Q Notice of DraftspBrson's Patent Drawing Review (PTO-948} 

17) ^ Infonnation Disclosure Statement (s) (PTC- 1449) Paper No|s). _5_ 



18) O Interview Summary IPTO-413) Paper No(a). 

1 9) Q Notice of Informs! Patent Application (PTO-1 52) 

20) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev, 9-00) 



Office Action Summary 



Part of Paper No. 9 
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Part III DETAILED ACTION 

1. The specification on page 1 should be amended to reflect the 
priority to the International application via 35 USC 371. 

2. Claims 1-27 are pending. 

3. Applicant's election with traverse of Group I, claims 1, 2, 
14-15 in Paper No. 8 is acknowledged. The traversal is on the 
ground (s) that the instantly claim sphingomyelinase is not the same 
as the prior art sphingomyelinase. This is not found persuasive 
because the term variant when read in light of the specification 
encompasses additional amino acid sequences and amino acid 
substitutions as long as the polypeptide has similar biological 
activities to a sphingomyelinase. The prior art protein is larger, 
may be different in amino acid sequence but it retains the 
biological activity of sphingomyelinase, so it meets the limitation 
of variant . 

The requirement is still deemed proper and is therefore made 
FINAL. 

Accordingly, claims 3-13, 16-27 are withdrawn from further 
consideration by the examiner, 37 CFR 1.142(b), as being drawn to 
non-elected inventions . 



4. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the 
invention, and of the manner and process of making and using it, 
in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and use the same and shall set 
forth the best mode contemplated by the inventor of carrying out 
his invention. 



5. Claims 1-2, 14-15 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described in 
the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor (s), at the time the 
application was filed, had possession of the claimed invention. 

There is insufficient written description to show that 
Applicant was in possession of any "variant" capable of having 
corresponding biological activity to eukaryotic neutral 
sphingomyelinase. The term ''variant" would include an essentially 
unlimited number of undefined compounds. One of skill in the art 
would therefore conclude that the specification fails to disclose 
a representative number of species to describe the claimed genus. 
See jE;ii Lillyr 119 F.3d 1559, 43 USPQ2d 1398. In addition Applicant 
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is directed to the guidelines published in the Federal Register 
Vol. 66, No. 4, Friday January 5, 2001 

For each claim drawn to a genus: 



The written description requirement for a claimed genus may be 
satisfied through sufficient description of a representative number 
of species by actual reduction to practice, reduction to drawings, 
or by disclosure of relevant, identifying characteristics, i.e., 
structure or other physical and/or chemical properties, by 
functional characteristics coupled with a known or disclosed 
correlation between function and structure, or by a combination of 
such identifying characteristics, sufficient to show the applicant 
was in possession of the claimed genus. A '^representative number 
of species' ' means that the species which are adequately described 
are representative of the entire genus. Thus, when there is 
substantial variation within the genus, one must describe a 
sufficient variety of species to reflect the variation within the 
genus. On the other hand, there may be situations where one species 
adequately supports a genus. 55 What constitutes a ^'representative 
number' ' is an inverse function of the skill and knowledge in the 
art. Satisfactory disclosure of a '^representative number '' depends 
on whether one of skill in the art would recognize that the 
applicant was in possession of the necessary common attributes or 
features of the elements possessed by the members of the genus in 
view of the species disclosed. For inventions in an unpredictable 
art, adequate written description of a genus which embraces widely 
variant species cannot be achieved by disclosing only one species 
within the genus. 56 Description of a representative number of 
species does not require the description to be of such specificity 
that it would provide individual support for each species that the 
genus embraces. If a representative number of adequately described 
species are not disclosed for a genus, the claim to that genus must 
be rejected as lacking adequate written description under 35 USC 
112 1st paragraph. 

6. Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the 
invention . 

It is unclear what is encompassed by the term "characterized 
by" . It is suggested Applicant amend the claim by the insertion of 
comprising instead of characterized by being. 



Claim Rejections - 35 USC §102 
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The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. § 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless -- 
(b) the invention was patented or described in a printed 
publication in this or a foreign country or in public use or 
on sale in this country y more than one year prior to the date 
of application for patent in the United States, 

7. Claims 1, 14-15 are rejected under 35 U.S.C. § 102(b) as being 
anticipated by Chatter jee et al., of record. 

Chatterjee et al . , teaches a variant of the recited 
sphingomyelinase, wherein said enzyme is a medicament (page 12555, 
2nd column, last full paragraph) or a diagnostic, (page 12556, 1st 
column 4th full paragraph. 

The prior art teachings anticipate the claimed invention. 

8. The lengthy specification has not been checked to the extent 
necessary to determine the presence of all possible minor errors. 
Applicants cooperation is requested in correcting any errors of 
which applicant may become aware of in the specification. 

9. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Patrick 
Nolan whose telephone number is (703) 3 05-1987. The examiner can 
normally be reached on Monday through Friday from 8:30 am to 4:30 
pm. 

10. If attempts to reach the examiner are unsuccessful, the 
examiner's supervisor, Christina Chan, can be reached at (703) 305- 
3973. The FAX number for our group, 1644, is (703) 305-7939. Any 
inquiry of a general nature relating to the status of this 
application or proceeding should be directed to the Group 
receptionist, whose telephone number is (703) 308-0196. 




Patrick J. Nolan, Ph.D. 
Primary Examiner, Group 1640 
November 18, 2001 



